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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
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Art Unit: 3762 

DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 5/4/07 has been entered. 

Election/Restrictions 

Claims 22 and 23 have been withdrawn from consideration as being directed to a non- 
elected invention as set forth in the previous action of 1/8/07. See 37 CFR 1.142(b) and MPEP § 
821.03. 

Response to Amendment 

The affidavits filed on 8/30/04 and 4/10/07 under 37 CFR 1.131 are sufficient to 
overcome the Hsu et al reference. In addition, the affidavit showing diligence also shows 
diligence before the Chastain et al reference, but as previously discussed in the office action of 
3/24/03, the declaration of 2/28/03 was ineffective since all the inventors of the subject matter 
claimed did not submit declarations. 

The declaration filed on 2/28/03 under 37 CFR 1.131 has been considered but is 
ineffective to overcome the Chastain et al reference for the following reasons. 

All the inventors of the subject matter claimed have not submitted declarations. (See 
MPEP 715.04) 
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Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1, 2, 5, 6, 9, 12, and 19 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Chastain et al (5925073). Chastain discloses the claimed invention using an S shaped lead 
(figure 1) with peak to peak amplitude of 0.5-4.0 cm (column 2) and states it is used to make 
intermittent contact with the vessel wall (for claims 1 and 19). In addition, Chastain states that 
the S span is about 4-7 cm and shows in figure 1 the end of the span located 4-20 cm from the 
distal tip and therefore the distal electrode is anywhere from 0-13 cm away from the span and 
therefore within 50% of the peak to peak amplitude of the two bends. Finally, Chastain meets 
the claimed limitation of the electrode "coupled to. . .the vessel wall" since the electrode is used 
to deliver stimulation to the vessel wall and is coupled to the wall through the blood of the 
patient. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 4, 1 1, 14, and 18 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Chastain et al. Chastain shows in figures 1, 
4, and 6 the lead having non-helical bends comprising two-sides forming an angle in the range of 
about 45 degrees, which is in the range of 30-150 degrees. In addition, Chastain states that a 
guidewire is used (column 3) and therefore would require a distal opening. In regards to claim 4, 
Chastain will meet the intended use recitations presented in the claim since the stylet can be 
moved anywhere along the bends to cant the tip toward the patient's wall (the "steerable canted 
end" is used in claim 2 when the stylet is partially withdrawn) and since Chastains electrode is 
oriented toward a wall since the electrode is oriented by the bends. Finally, for claim 18, 
Chastain states that a guidewire is used (column 3) and will meet the intended use recitations of 
adapted to engage a stylet since the lead receives a guidewire and is therefore capable of 
receiving/engaging a similar size device, such as a stylet (the dimensions of the stylet have not 
been set forth.) 

In the alternative, Chastain discloses the claimed invention except for the bends having 
an angle of 30-150 degrees, a distal opening for a guidewire and the lead capable of engaging a 
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stylet, and the tip electrode oriented toward the wall. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the heart lead as taught by 
Chastain, with the bends having an angle of 30-150 degrees, a distal opening for a guidewire and 
the lead capable of engaging a stylet, and a tip electrode oriented toward the coronary wall since 
it was known in the art that heart leads having an anchor use: anchor bends having an angle of 
30-150 degrees to allow the lead to easily anchor in the heart and provide good stability to 
prevent movement of the lead; a distal opening in the lead and the lead capable of engaging a 
stylet to allow the lead to be accurately placed in the heart using the guidewire and also allowing 
the lead to be further placed with a stylet; and the tip electrode oriented toward the coronary wall 
to provide physical contact with the wall for more effective stimulation. 

Claims 4, 1 1, 14, and 18 are rejected under 35 U.S.C. 103(a) as obvious over Chastain et 
al.. Chastain shows in figures 1,4, and 6 the lead having non-helical bends comprising two-sides 
forming an angle in the range of about 45 degrees, which is in the range of 30-150 degrees. In 
addition, Chastain states that a guidewire is used (column 3) and therefore would require a distal 
opening. In regards to claim 4, Chastain will meet the intended use recitations presented in the 
claim since the stylet can be moved anywhere along the bends to cant the tip toward the patient's 
wall (the "steerable canted end" is used in claim 2 when the stylet is partially withdrawn) and 
since Chastains electrode is oriented toward a wall since the electrode is oriented by the bends. 
Finally, for claim 18, Chastain states that a guidewire is used (column 3) and will meet the 
intended use recitations of adapted to engage a stylet since the lead receives a guidewire and is 
therefore capable of receiving/engaging a similar size device, such as a stylet (the dimensions of 
the stylet have not been set forth.) 
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In the alternative, Chastain discloses the claimed invention except for the bends having 
an angle of 30-150 degrees, a distal opening for a guidewire and the lead capable of engaging a 
stylet, and the tip electrode oriented toward the wall It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the heart lead as taught by 
Chastain, with the bends having an angle of 30-150 degrees, a distal opening for a guidewire and 
the lead capable of engaging a stylet, and a tip electrode oriented toward the coronary wall since 
it was known in the art that heart leads having an anchor use: anchor bends having an angle of 
30-150 degrees to allow the lead to easily anchor in the heart and provide good stability to 
prevent movement of the lead; a distal opening in the lead and the lead capable of engaging a 
stylet to allow the lead to be accurately placed in the heart using the guidewire and also allowing 
the lead to be further placed with a stylet; and the tip electrode oriented toward the coronary wall 
to provide physical contact with the wall for more effective stimulation. 

Claims 10 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chastain et al as applied to claims 6 and 1 above. 

Chastain discloses the claimed invention except for the humps being in different 
geometric planes. It would have been an obvious matter of design choice to one skilled in the art 
to modify the anchoring lead as taught by Chastain with the humps in the anchor being located in 
different geometric planes, since applicant has not disclosed that providing the humps in 
different geometric planes provides any criticality and/or unexpected results and it appears that 
the invention would perform equally well with any location of the humps, such as the humps 
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being located in the same plane as taught by Chastain to anchor the lead in the coronary sinus 
and provide contact with the wall only along the humps. 

Claims 3, 7, 8, and 14-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chastain as applied to claims 2, 6, and 1 above. For claim 7, Chastain shows in figure 1 the 
bends being located 4-20 cm from the end and states the length of the bends are 4-7 cm long 
(column 2) and therefore provide a first bend located in the range of 0.15-0.7 inches from the 
distal end (in the alternative, see the rejection below). 

Chastain discloses the claimed invention except for the stylet having a tapered portion, 
the first bend located in the range of 0.15-0.7 inches from the distal end, and the lead having a 
textured region of ePTFE or porous material. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the medical electrical lead as taught 
by Chastain with the stylet having a tapered portion, and the lead having a textured region of 
ePTFE or porous material (such as silicone rubber, polyurethane, or ceramic) since it was known 
in the art that medical electrical leads use a stylet with a tapered portion to allow the stylet to fit 
in the narrow distal end of the lead and to position the lead, and that leads have a textured region 
of ePTFE or porous material to allow the lead to anchor in the body. 

In addition, it would have been an obvious matter of design choice to one skilled in the 
art to modify the medical electrical lead as taught by Chastain to include ePTFE as the textured 
region and the first bend being located 0.15-0.7 inches from the distal end, since applicant has 
not disclosed that ePTFE and the first bend being located 0.15-0.7 inches from the distal end 
provides any criticality and/or unexpected results and it appears that the invention would perform 
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equally well with any biocompatible textured material or any location of the bends, such as 
silicone rubber, polyurethane or ceramic for allowing the lead to anchor in the body as taught by 
Chastain in view of one having ordinary skill in the art for allowing the lead to anchor in the 
coronary sinus or such as the S-shaped or zig-zag shaped lead location of the bends as taught by 
Chastain to allow the lead to anchor in the coronary sinus and provide electrodes for electrical 
contact with the heart chambers. 

Allowable Subject Matter 

Claim 21 is allowed. 

Response to Arguments 

Applicant's arguments filed 10/26/06 have been fully considered but they are not 
persuasive. See the above discussion of the ineffective affidavit. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to George R. Evanisko whose telephone number is 571 272 4945. 
The examiner can normally be reached on M-F 6:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571 272 4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



George R Evanisko 
Primary Examiner 
Art Unit 3762 
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